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DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service

9CFRPart 78
[Docket No. 88-171])

Brucellosis in Cattle; Interstate
Movement of Cattle from Class B and
Class C States or Areas

AGENCY: Animal and Plant Health
Inspection Service, USDA.

ACTION: Final rule.

SUMMARY: We are amending the
regulations governing the interstate
movement of cattle because of
brucellosis by imposing additional
restrictions on the interstate movement
of certain cattle from Class B states or
areas and from Class C states or areas.
This rule will help reduce the risk of the
interstate spread of brucellosis and will
further our goal of eradicating the
disease.

EFFECTIVE DATE: February 17, 1989.

FOR FURTHER INFORMATION CONTACT:
Dr. Hugh E. Metcalf, Senior Veterinary
Medical Officer, Animal Health and
Depredation Management Systems,
Program and Policy Development,
APHIS, USDA, Room 841, Federal
Building, 6505 Belcrest Road,
Hyattsville, MD 20782, 301-436-8499.

SUPPLEMENTARY INFORMATION:
Background

The regulations in 9 CFR Part 78
(referred to below as the regulations)
govern the interstate movement of
cattle, bison, and swine in order to help
prevent the interstate spread of
brucellosis, a serious infectious and
contagious disease of animals and man.
The regulations are part of a cooperative
federal and state program to eradicate
the disease and to protect states and

areas where eradication efforts have
been successful.

On September 28, 1988, we published
in the Federal Register (53 FR 37774
37778, Docket Number 88-121), a
document proposing to amend §§ 78.8
through 78.10 by imposing additional
restrictions on the interstate movement
of certain cattle from Class B and Class
C States or areas. Under the proposed
rule, brucellosis exposed female cattle
from Class B States or areas would be
allowed to move interstate to recognized
slaughtering establishments and
quarantined feedlots only. Male cattle
under 6 months of age from herds
known to be affected would continue to
move interstate in accordance with the
current regulations. Under the proposal,
female cattle and test-eligible male
cattle originating in Class C States or
areas which are not brucellosis exposed
and are from herds not known to be
affected would be allowed to move
interstate to recognized slaughtering
establishments and quarantined feedlots
only. All other interstate movement of
these cattle from Class C States or areas
would be allowed only if they originate
in certified brucellosis-free herds.

We are adopting the provisions of the
proposed rule based on the reasons set
forth in the proposal and in this
supplementary information section.

Comments

Our proposal invited the submission
of written comments postmarked or
received on or before October 13, 1988.

We received 15 comments addressing
the proposed rule. Nearly all of the
comments we received were submitted
by state agencies and associations
representing the cattle industry. Five of
the commenters supported the proposed
rule as published, without additional
comment. Ten expressed general
support for the proposed rule but noted
additional concerns beyond the scope of
the proposal, as discussed below. Two
of these commenters objected to the
form of § 78.9, asserting that it should be
revised for purposes of clarity.

Five comments addressed regulatory
restrictions that we did not propose to
revise. One commenter suggested that
bull calves up to one year of age
originating from herds not known to be
affected in Class B and Class C States or
areas be allowed to move without
restriction. The commenter stated that
at that age, there is no risk of disease

transmission from an infected, sexually
intact male, and that the age at which
restrictions are imposed should be
changed from 6 months to 12 months.

Apparently, this commenter has
confused the regulations contained in
§ 78.8 concerning exposed cattle, with
those of § 78.9, applicable to cattle
originating in herds not known to be
affected. Paragraphs (b) and (c) of § 78.9
impose restrictions on test-eligible cattle
which originate in Class B and Class C
States or areas, respectively, that are
not brucellosis exposed, and are from a
herd not known to be affected. Bull
calves become test-eligible when they
reach 18 months of age. This is generally
considered to be when they reach
sexual maturity. The commenter is
therefore needlessly concerned, since
the regulations do not impose
restrictions on the interstate movement
of bull calves from Class B and C States
or areas from herds not known to be
affected until they are test-eligible.

We received two comments urging us
to remove restrictions on the movement
of bull calves under 18 months of age
from infected herds. In support of this
position, one commenter cited the
resolution adopted by the National
Cattlemen's Association and the
recommendation of the Epidemiologist
Group of the Southern Animal Health
Association. Both groups favor removing
restrictions on interstate movement of
bull calves less than 12 months of age
from affected herds. A third commenter
was in favor of the proposed rule
regarding cattle from herds not known
to be affected in Class C States or areas,
and also endorsed the associations’
recommendations.

The existing regulations allow
brucellosis exposed bull calves under 6
months of age from herds known to be
affected to move interstate without
additional restrictions if they are: (1)
Weaned from brucellosis reactors or
exposed cows at least 30 days before
interstate movement; or (2) nursing
brucellosis exposed cows and moved
within 10 days of a herd blood test. We
believe there is insufficient scientific
evidence to support the commenters'
position that bull calves greater than 6
months of age from affected herds do
not pose any disease risk and, therefore,
continued restriction on interstate
movement of exposed animals from high
risk areas is warranted. Accordingly, we
have not made any changes to those
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provisions in the final rule on the basis
of comments.

Three commenters stated that the
regulations should allow movement of
female cattle from Class C States or
areas if the cattle are spayed upon
arrival at their final destination, One of
the commenters limited its suggestion to
heifer calves from herds not known to
be affected in Class C States or areas,
and asked that we consider allowing
these cattle to be shipped interstate to
quarantined feedlots or pastures, and in
sealed trucks with permit and LD. tags,
to be "'S" branded or spayed upon
arrival at their final destination.
Another commenter suggested that the
regulations be revised to allow calves
with “S brand or red paint” to be
shipped to assembly points, “S"” branded
there, and held pending full loads; to
allow red painted calves to be “F”
branded and grazed; and to allow
heifers to be spayed at their final
destination.

Current § 78.9(d)(2)(i)(A) provides that
test-eligible cattle that are not
bruceliosis exposed from herds not
known to be affected in Class C States
or areas may be “S" branded upon
arrival at a quarantined feedlot if moved
there directly from a farm of origin.
Current § 78.9(d)(2)(i}(B) provides that
they may also move directly from a farm
of origin to a specifically approved
stockyard and then directly to a
quarantined feedlot, if *S" branded upon
arrival at the stockyard and then
accompanied by an "'S" brand permit to
the quarantined feedlot. The regulations
in current § 78.9(d}(1)(iv) allow these
cattle to be moved to a specifically
approved stockyard, “S" branded there,
and then moved to a recognized
slaughtering establishment, if moved
directly from a farm of origin or
nonquarantined feedlot. The regulations
in § 78.9 do not prohibit spaying cattle
upon arrival at a quarantined feedlot or
specifically approved stockyard if
moved directly from a farm of origin.
We do not believe it is necessary or
desirable to provide similar provisions
for movement of cattle from stockyards
to their final destination due to the
foreseeable risk that they may be
improperly commingled or misplaced
during movement. It is important that
cattle be properly identified when they
commence movement through the
marketplace in order to maintain their
identity and contain the spread of
brucellosis. We cannot ensure that
identification of these animals will be
maintained if they are not properly
identified at the first instance they might
come in contact with cattle from other
herds. At present, APHIS lacks the

manpower and resources to carry out
additional requirements for sealing and
unsealing trucks, as suggested by one
commenter, and we do not consider this
to be a practical alternative. Specifically
approved stockyards maintain facilities
for handling these animals and, as.a
practical matter, we believe they should
be required to continue to do so.

We are not proposing to include a
provision for “F" branding cattle, as a
commenter suggested, since this is a
regulatory program employed by some
states to allow cattle from herds not
known to be affected in Class B and
Class C States or areas to graze without
going directly to a quarantined feedlot.
The final rule allows female cattle and
test-eligible male cattle to move from
Class C States or areas to recognized
slaughtering establishments and
quarantined feedlots only, under the
provisions of § 78.9, in order to further
reduce any risk of spreading the disease.
It would be contrary to our purposes, as
stated in the proposal, to allow this
additional movement.

We received two comments criticizing
APHIS for not proposing, in toto, the
recommendations of the Brucellosis
Committee arising from the 1985 meeting
of the United States Animal Health
Association (USAHA). At that meeting,
the Brucellosis Committee
recommended that after October 1, 1988,
only steers, spayed heifers, “S"” branded
cattle, and cattle from certified free
herds be allowed to move interstate
from Class C States or areas. One
commenter stated that the Brucellosis
Committee’s recommendation applied to
all cattle in Class C States or areas,
“particularly females," without regard to
age or premises of origin. The other
stated that the recommendation was
applicable to all cattle in Class C States
or areas, without regard to status of
herds of origin.

Our rule carries out the intent of the
USAHA recommendation by restricting
the movement of all female and test
eligible male cattle from Class C States
or areas, that are not brucellosis
exposed, and are from a herd not known
to be affected. We do not believe that
the USAHA's underlying intent was to
prevent movement of all cattle from
Class C States or areas without regard
to disease risk. This is evident from the
USAHA's exclusion of steers, spayed
heifers, “S" branded cattle, and cattle
from certified free herds from its
recommendation.

The restrictions imposed by the final
rule do not apply to cattle originating in
a certified free herd, because they do
not present any risk of spreading the
disease. The restrictions also do not

apply to male cattle that are not test
eligible from herds not known to be
affected, because there is no scientific
justification for imposing additional
restrictions on male cattle that have not
reached sexual maturity from these
herds. We did propose to restrict
interstate movement of exposed female
cattle from herds known to be affected
in Class B and Class C States or areas
because of the attendant disease risk.
The proposed restrictions do not apply
to brucellosis exposed bull calves under
6 months of age that meet the criteria set
forth in § 78.8(c)(1), however, because
there is no scientific evidence that they
present a significant risk of spreading
the disease. We are not making any
changes in the final rule on the basis of
these comments.

Two commenters expressed concern
that additional restrictions, beyond
those of the proposed rule, are
necessary to protect cattle and enhance
eradication efforts. One commenter was
concerned that unrestricted movement,
as allowed under the existing regulation,
of sexually intact bull calves of up to 18
months of age from herds not known to
be affected in Class C States or areas
could pose a disease risk. We are not
aware of any scientific evidence that
would justify restricting the movement
of bull calves from these herds before
the calves become test eligible.

The second commenter endorsed the
proposed rule and suggested that we
revise the regulations in the final rule to
eliminate movement to quarantined
feedlots. According to the commenter,
this measure is necessary because
movement of cattle from quarantined
feedlots to breeding farms cannot be
prevented, despite federal and state
efforts. We believe that some movement
of cattle from Class B and Class C
States or areas should remain
permissible under the regulations, as
long as disease risk is minimized and
safeguards against spread of the disease
are provided. Quarantined feedlots and
recognized slaughtering establishments
are subject to the regulations of Part 78
and must satisfy certain minimum
criteria to achieve and maintain their
status. In this manner, we can ensure
that safeguards are employed to protect
against further spread of the disease.
We are continuing our cooperative effort
with the states to enforce the regulations
and hope to eliminate the reason for the
commenter's concern.

We are not making any changes in the
final rule as a result of the comments
received. We are correcting a
typographical error that appeared in the
text of proposed rule. The word “herd"
is added following the words, “originate
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in a certified brucellosis-free,” in
paragraph (d)(3) of § 78.9. It was
inadvertently omitted from the
published proposal.

Executive Order 12291 and Regulatory
Flexibility Act

We are issuing this rule in
conformance with Executive Order
12291, and we have determined that it is
not a “major rule.” Based on information
compiled by the Department, we have
determined that this rule will have an
effect on the economy of less that $100
million; will not cause a major increase
in costs or prices for consumers,
individual industries, federal, state, or
local government agencies, or
geographic regions; and will not cause a
significant adverse effect an
competition, employment, investment,
productivity, innovation, or the ability of
United States-based enterprises to
compete with foreign-based enterprises
in domestic or export markets.

We do not expect the additional
restrictions imposed by this rule on
interstate movement of certain cattle
from Class B and Class C States or
areas to have a significant economic
impact on the small entities owning
herds affected by this action.

Since publication of the proposed rule
on September 28, 1988, the State of
Louisiana has been determined to meet
the criteria for a Class B State or area.
An interim rule changing the
classification of Louisiana from a Class
C State or area to a Class B State or
area was published September 29, 1988
(53 FR 37988-37989), leaving only one
area in the United States classified as
Class C.

We estimate that fewer than one
percent of all herds in Class B States
and areas are affected by the rule. We
consider that most of these are owned
by small entities for purposes of our
analysis. We also consider that 97
percent of all herd owners in the
remaining Class C area affected by our
rule are small entities, and that
approximately 80 percent of all herds in
the affected area are not known to be
affected.

We estimate that approximately 90
percent of the cattle moved from Class B
and Class C States or areas are moved
interstate to quarantined and
nonquarantined feedlots. As a result of
this rule, cattle from herds known to be
affected in Class B States or areas may
continue to move interstate to
quarantined feedlots. Cattle from herds
not known to be affected in the Class C
States or areas may also continue to
move to quarantined feedlots. Cattle
from certified brucellosis-free herds,
steers, spayed heifers, and males that

are not test-eligible, originating in Class
C States or areas, may continue to move
to both quarantined and nonquarantined
feedlots. All female cattle from a farm of
origin and from herds other than those
certified brucellosis-free in Class C
States or areas must be "S"” branded at
the farm of origin or upon arrival at a
quarantined feedlot or specifically
approved stockyard, and may be
required to be accompanied by an “S"
brand permit for interstate movement to
quarantined feedlots.

We expect that some owners of cattle
restricted in interstate movement by this
rule will spay their cattle at a cost of $5
to $10 per head so that they may move
without restrictions. This cost can be
recovered when the cattle are sold at
prices competitive with those for cattle
from Class Free and Class A States or
areas. [By spaying heifers, cattle owners
also avoid the cost of vaccinating them
for brucellosis.)

We also expect that some cattle
feeders that receive cattle from Class B
and Class C States or areas may qualify
their nonquarantined feedlots as
quarantined feedlots to maintain their
market share of business. We do not
believe that the number of cattle moved
interstate to slaughter from the Class B
and Class C States or areas affected by
this rule will change. Most of the cattle
moved interstate exclusively for
breeding purposes from the one Class C
area affected by this action currently
originate from certified brucellosis-free
herds.

Under these circumstances, the
Administrator of the Animal and Plant
Health Inspection Service has
determined that this rule will not have a
significant economic impact on a
substantial number of small entities.

Paperwork Reduction Act

Information collection requirements
contained in this document have been
approved by the Office of Management
and Budget (OMB) under the provisions
of the Paperwork Reduction Act of 1980
(44 U.S.C. 3501 et seq.) and have been
assigned OMB control number 0579-
0047.

Executive Order 12372

This program/activity is listed in the
Catalog of Federal Domestic Assistance
under No. 10.025 and is subject to
Executive Order 12372, which requires
intergovernmental consultation with
state and local officials. (See 7 CFR Part
3015, Subpart V.)

List of Subjects in 9 CFR Part 78

Animal diseases, Brucellosis, Cattle,
Hogs, Quarantine, Transportation.

Accordingly, 9 CFR Part 78 is
amended as follows:

PART 78—BRUCELLOSIS

1. The authority citation for Part 78
continues to read as follows:

Authority: 21 U.S.C. 111-114a-1, 114g, 115,
117, 120, 121, 123-126, 134b, 134f; 7 CFR 2.17,
2.51, and 371.2(d).

§78.8 [Amended]

2. In the introductory text of
§ 78.8(c)(1), the phrase *, other than
female cattle which originate in Class B
States or areas or Class C States or
areas,” is added immediately before the
word “may."

3. In § 78.8(c)(2), “78.9(d)(3)(iv), or
78.9(d)(3)(v)" is removed and “or
78.9(d)(3) of this part” is added in their
place.

4.In § 78.9, the first sentence of the
introductory paragraph is removed, and
the following two sentences are added
in its place to read as follows:

§78.9 Cattle from herds not known to be
affected.

Male cattle which are not test eligible
and are from herds not known to be
affected may be moved interstate
without further restriction. Female cattle
which are not test eligible and are from
herds not known to be affected may be
moved interstate only in accordance
with § 78.10 of this part and this section.

* & &

* - * - *

5. In § 78.9(d), the introductory text of
paragraph (d) and paragraph (d)(3) are
revised to read as follows:

* - * - -

(d) Class C States/areas. All female
cattle and test-eligible male cattle which
originate in Class C States or areas, are
not brucellosis exposed, and are from a
herd not known to be affected may be
moved interstate from Class C States or
areas only under the conditions
specified below:

- * * - -

(38) Movement other than in
accordance with paragraphs (d)(1) or (2)
of this section. Such cattle may be
moved interstate other than in
accordance with paragraphs (d)(1) or (2)
of this section only if such cattle
originate in a certified brucellosis-free
herd and are accompanied interstate by
a certificate which states, in addition to
the items specified in § 78.1 of this part,
that the cattle originated in a certified
brucellosis-free herd.

6. In § 78.10, the heading and
paragraph (b) are revised and a new
paragraph (c) is added to read as
follows:
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§ 78.10 Official vaccination of cattle
moving into and out of Class B and Class C
states or areas.

. - - * *

(b) Female cattle born after January 1,
1984, which are 4 months of age or over
must be official vaccinates to move into
a Class C State or area * unless they are
moved interstate directly to a
recognized slaughtering establishment
or quarantined feedlot or directly to an
approved intermediate handling facility
and then directly to a recognized
slaughtering establishment. Female
cattle eligible for official calfhood
vaccination and required by this
paragraph to be officially vaccinated
may be moved interstate from a farm of
origin directly to a specifically approved
stockyard and be officially vaccinated
upon arrival at the specifically approved
stockyard.

(c) Female cattle born after January 1,
1984, which are 4 months of age or over
must be official vaccinates to move
interstate out of a Class C State or
area * under § 78.9(d)(3) of this part.
Female cattle from a certified
brucellosis-free herd that are eligible for
official calfhood vaccination and
required by this paragraph to be
officially vaccinated may be moved
interstate from a farm of origin directly
to a specifically approved stockyard and
be officially vaccinated upon arrival at
the specifically approved stockyard.

Done in Washington, DC, this 11th day of
January 1989.

Larry B. Slagle,

Acting Administrator, Animal and Plant
Health Inspection Service.

[FR Doc. 89-1016 Filed 1-17-89; 8:45 am]
BILLING CODE 3410-34-M

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Parts 1, 91, 121, 125, 129, and
135

Traffic Alert and Collision Avoidance
System; Correction

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule, Correction;
Amendment number.

SUMMARY: FAA is correcting an error in
the Amendment number. In FR Doc. 89-
451, published Tuesday, January 10,

* Female cattle imported into the United Stales
may be exempted from the vaccination
requirements of this paragraph with the concurrence
of the State animal health official of the State of
destination, This concurrence is required prior to
importation of the cattle into the United States.

1989, on page 940, please change
Amendment number 135-29 to read 135-
30.

FOR FURTHER INFORMATION CONTACT:
Frank Rock, Aircraft Engineering
Division; AIR-120, (202) 267-9567, 867~
6941.

Michael D. Triplett,

Legal Technician, Program Management
Staff. AGC-10.

[FR Doc. 89-1088 Filed 1-17-89; 8:45 am|
BILLING CODE 4910-13-M

14 CFR Part 39
[Docket No. 89-CE-1-AD; Amdt. 39-6117]

Airworthiness Directives; Partenavia
Costruzione Aeronautiche S.p.A.
Models P 68, P 68B, P 68C, P 68TC, P
68 “Observer”, P 68TC “Observer”
Airplanes

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule.

suMmMARY: This amendment adopts a
new Airworthiness Directive (AD),
applicable to all Partenavia Costruzione
Aeronautiche S.p.A. Models P 68, P 68B,
P 68C, P 68TC, P 68 “Observer", and P
68TC “Observer’ airplanes, which
requires removal of the eight (4 per
engine) engine mount to wing
attachment bolts and inspection for
damage, installation of washers under
the bolt heads, replacement with
serviceable bolts, and torquing each bolt
to the specified limits. Investigation of
an accident involving a P 68C airplane
and the results of a subsequent operator
survey have disclosed cases of engine
mounting bolts not having the required
washers, plus damaged and
undertorqued mounting bolts. The
actions specified in this AD will ensure
the structural integrity of the engine
mounting system,

DATE: Effective Date: February 16, 1989.

Compliance: Required within the next
25 hours time-in-service (TIS) after the
effective date of this AD, unless already
accomplished after the last engine
removal.

ADDRESSES: Partenavia Service Bulletin
(SB) No. 76, dated December 23, 1988,
applicable to this AD, may be obtained
from Partenavia Costruzione
Aeronautiche S.p.A., Via Cava 80026
(Casoria (Naples) Italy. This information
may also be examined at the Rules
Docket, FAA, Office of the Assistant
Chief Counsel, Room 1558, 601 East 12th
Street, Kansas City, Missouri 64106.
FOR FURTHER INFORMATION CONTACT:
Mr. Carl Mittag, Brussels Aircraft

Certification Staff, AEU-100, Europe,
Africa and Middle East Office, FAA c/o
American Embassy, B-1000, Brussels,
Belgium; telephone 513-38.30; or John P.
Dow, FAA, ACE-108, 601 E 12th St.,
Kansas City, Missouri 64106; telephone
816-426-6932.

SUPPLEMENTARY INFORMATION:
Investigation of a fatal accident
involving a Partenavia Model P 68C
airplane and a subsequent survey of
several operators revealed that some
airplanes had washers missing from the
engine mounts, undertorque of the bolts
and damaged bolts that could result in
looseness of the engine mounts. As a
result of these reports, the manufacturer
issued SB No. 76, dated December 23,
1988, specifying removal and visual
inspection of the eight (4 per engine)
engine mount to wing attachment bolts
on all Partenavia Costruzione
Aeronautiche S.p.A. Models P 68 series
airplanes.

The Registra Aeronautico Italiano
(RAI), who has responsibility and
authority to maintain the continuing
airworthiness of these airplanes in Italy,
has classified this SB and the actions
recommended therein by the
manufacturer as mandatory to assure
the continued airworthiness of the
affected airplanes. On airplanes
operated under Italian registration, this
action has the same effect as an AD on
airplanes certified for operation in the
United States. The FAA relies upon the
certification of the RAI combined with
FAA review of pertinent documentation
in finding compliance of the design of
these airplanes with the applicable
United States airworthiness
requirements and the airworthiness and
conformity of products of this design
certificated for operation in the United
States.

The FAA has examined the available
information related to the issuance of SB
No. 76, dated December 23, 1988, and the
mandatory classification of this SB by
the RAL Based on the foregoing, the
FAA has determined that the condition
described herein is an unsafe condition
that may exist or develop on other
products of the same type design
certificated for operation in the United
States. Therefore, an AD is being issued
requiring removal and inspection of the
eight (4 per engine) engine mount to
wing attachment bolts on all Partenavia
P 68 series airplanes. Because an
emergency condition exists that requires
the immediate adoption of this
regulation, it is found that notice and
public procedure hereon are impractical
and contrary to the public interest, and
good cause exists for making this
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amendment effective in less than 30
days.

The regulations adopted herein will
not have substantial direct effects on the
states, on the relationship between the
national government and the states, or
on the distribution of power and
responsibilities among the various levels
of government. Therefore, in accordance
with Executive Order 12612, it is
determined that this final rule does not
have sufficient federalism implications
to warrant the preparation of a
Federalism Assessment.

The FAA has determined that this
regulation is an emergency regulation
that is not major under section 8 of
Executive Order 12291. It is
impracticable for the agency to follow
the procedures of Order 12291 with
respect to this rule since the rule must
be issued immediately to correct an
unsafe condition in aircraft. It has been
further determined that this document
involves an emergency regulation under
DOT Regulatory Policies and Procedures
(44 FR 11034; February 26, 1979). If this
action is subsequently determined to
involve a significant regulation, a final
regulatory evaluation or analysis, as
appropriate, will be prepared and
placed in the regulatory docket
(otherwise, an evaluation is not
required). A copy of it, when filed, may
be obtained by contacting the Rules
Docket under the caption
"ADDRESSES" at the location
identified.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

Adoption of the Amendment

Accordingly, pursuant to the authority
delegated to me by the Administrator,
the Federal Aviation Administration
amends § 39.13 of Part 39 of the FAR as
follows:

PART 39—[AMENDED]

1. The authority citation for Part 39
continues to read as follows:

Authority: 49 U.S.C. 1354(a), 1421 and 1423;
49 11.S.C. 106(g) (Revised, Pub. L. 97-449,
January 12, 1983); and 14 CFR 11.89.

2. By adding the following new AD:
Partenavia Costruzione Aeronautiche, SPA:

Applies to Models P 68, P 68B, P 68C, P
68TC, P 68 "Observer", and P 68TC
“Observer" (all serial numbers) airplanes
certificated in any category.

Compliance: Required within the next 25
hours time-in-service (TIS) after the effective
date of this AD, unless already accomplished
after the last engine removal.

Ta prevent loss of structural integrity of the
engine mounts, accomplish the following as

referenced in Partenavia Service Bulletin (SB)
No. 76 dated December 23, 1988:

{a) Inspect the engine mounting system as
follows for both engines:

(1) Prepare the airplane as necessary as
described for “Engine Removal" in the
Partenavia Maintenance Manual and support
the engine with a hoist.

(2) Remove the mount bolts (P/N MS
20006-12) from the airframe one-by-one
starting with the lower bolts,

(3) With a 10x magnifier, visually inspect
the bolts for cracks, circumferential scoring,
corrosion, or absence of protective coating on
the shank of the bolt. Prior to further flight
discard all damaged boits, and replace with
serviceable bolts,

(4) Insure that washers (P/N MS 20002-C8)
are properly installed on all the engine mount
attachment bolts with the chamfer in the hole
mating with the head of the bolt.

(5) Reinstall undamaged bolts or
replacement bolts and washers. Starting with
the upper bolts, torque each 335 to 375 inch-
pounds.

(6) Prepare the airplane for flight as
described in “Installation of Engine" in the
Partenavia Maintenance Manual.

(b) Repeat the requirements of paragraph
(a) of this AD at any subsequent engine
removal.

(c) Airplanes may be flown in accordance
with FAR 21,197 to a location where this AD
may be accomplished.

(d) An equivalent means of compliance
with this AD may be used if approved by the
Manager, Aircraft Certification Division,
AEU-100, Europe, Africa, and Middle East
Office, FAA, c/o American Embassy, B-1000
Brussels, Belgium.

All persons affected by this directive
may obtain copies of the document
referred to herein upon request to
Partenavia Costruzione Aeronautiche.
S.p.A., Via Cava 80026 Casoria-Naples,
Italy; telephone 81 759-0946; or may
examine this document at the FAA,
Office of Assistant Chief Counsel, Room
1558, 601 East 12th Street, Kansas City,
Missouri 64106.

This amendment becomes effective on
February 16, 1989.

Issued in Kansas City, Missouri, on January
6, 1989.

Barry D. Clements,

Manager, Small Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 89-1090 Filed 1-17-89; 8:45 am}
BILLING CODE 4910-13-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
21 CFR Part 558

New Animal Drugs For Use In Animal
Feeds; Narasin And Nicarbazin

AGENCY: Food and Drug Administration.

ACTION: Final rule.

suMMARY: The Food and Drug
Administration (FDA) is amending the
animal drug regulations to reflect
approval of a new animal drug
application (NADA) filed by Elanco
Products Co. The NADA provides for
using a combination Type A medicated
article containing narasin and
nicarbazin to manufacture a Type C
medicated feed for the prevention of
coccidiosis in broiler chickens.

EFFECTIVE DATE: January 18, 1989,

FOR FURTHER INFORMATION CONTACT:
Diane T. McRae, Center for Veterinary
Medicine (HFV-135), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-443-4913.

SUPPLEMENTARY INFORMATION: Elanco
Products Co., a Division of Eli Lilly and
Co., Lilly Corporate Center,
Indianapolis, IN 46285, has filed NADA
138-952 which provides for the use of a
combination Type A medicated article
containing narasin and nicarbazin, each
at a concentration of 36 grams per
pound, to manufacture a Type C
medicated feed for the prevention in
broiler chickens of coccidiosis caused
by Eimeria necatrix, E. tenella, E.
acervulina, E. brunetti, E. mivati, and E.
maxima. Narasin and nicarbazin are
currently approved for separate use in
broiler feeds for the prevention of
coccidiosis (narasin at 54 to 72 grams
per ton, nicarbazin at 113.5 grams per
ton). The combination has now been
shown to be safe and effective at lower
concentrations for both drugs (27 to 45
grams of each drug per ton) for the
prevention of coccidiosis.

The application is approved and the
regulations in 21 CFR 558.4(d), 558.366(a)
and (c), and 558.366(c) are amended
accordingly. The basis for approval is
discussed in the freedom of information
summary.

In accordance with the freedom of
information provisions of Part 20 (21
CFR Part 20) and § 514.11(e)(2)(ii) (21
CFR 514.11(e)(2)(ii)), a summary of
safety and effectiveness data and
information submitted to support
approval of this application may be seen
in the Dockets Management Branch
(HFA-305), Food and Drug
Administration, Rm. 4-62, 5600 Fishers
Lane, Rockville, MD 20857, from 9 a.m.
to 4 p.m., Monday through Friday.

The agency has determined under 21
CFR 25.24(d)(1)(ii) that this action is of a
type that does not individually or
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cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

List of Subjects in 21 CFR Part 558

Animal drugs, Animal feeds.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs and redelegated to
the Center for Veterinary Medicine, Part
558 is amended as follows:

PART 558—NEW ANIMAL DRUGS FOR
USE IN ANIMAL FEEDS

1. The authority citation for 21 CFR
Part 558 continues to read as follows:

Authority: Sec. 512, 82 Stat. 343-351 (21
U.S.C. 360b); 21 CFR 5.10 and 5.83.

2. Section 558.4 is amended in
paragraph (d) in the table entitled
“Category II" by alphabetically adding
new entries for “Narasin" and
“Nicarbazin (granular)", and by revising
the current entry for “Nicarbazin”, to
read as follows:

§558.4 Medicated feed applications.

CATEGORY Il
Assay T ’
: ype B Assay limits
Drug "g‘:t , maximum percent ' type
% A {100x) B/C*?
Narasin...... 90-110° 56759/ 85-115/75-125
b
(1.25%).
Nicarba 80-110 5675 g/ 85-115/75-125
zin Ib
(granu- (1.25%).
lar).
Nicarba- 98-106 567549/ B5-115/80-120
zin Ib
(powdex). (1.25%).
! Percent of labeled amount.

* Values given represent ranges for either Type B
or Type C medicated feeds. For those drugs that
have two range limits, the first set is for a Type B
medicated feed and the second set is for a T C
medicated feed. These values (ranges) have
assigned in order to prowide for the possibility of
dilution of a Type B medicated feed with lower assay
limits to make a Type C medicated feed.

- * . * *

3. Section 558.363 is amended by
revising paragraph (a) and by adding
new paragraph (¢)(1)(iii) to read as
follows:

§ 558.363 Narasin.

(a) Approvals. Type A medicated
articles containing the specified levels of
narasin granted to firms identified by
sponsor numbers in § 510.600(c) of this

(1) To 000986: 36, 45, 54, 72, and 90
grams per pound, paragraph (c)(1)(i).

(2) To 000986: 36, 45, 54, 72, and 90
grams per pound with 10, 20, 50, and 80
percent of roxarsone, paragraph
(c)(1)(ii).

(3) To 000986: 36 grams per pound
with 36 grams per pound of nicarbazin,
paragraph (¢)(1)(iii).

(c) s €

(1) * k%

(iii) Amount per ton. Narasin, 27 to 45
grams, plus nicarbazin, 27 to 45 grams,

(A) Indications for use. For the
prevention of coccidiosis caused by
Eimeria necatrix, E. tenella, E.
acervulina, E. brunetti, E. mivati, and E.
maxima.

(B) Limitations. For broiler chickens
only. Feed continuously as the sole
ration. Do not feed to laying hens. Do
not allow adult turkeys, horses, or other
equines access to formulations
containing narasin. Ingestion of narasin
by these animals has been fatal.
Withdraw 5 days before slaughter. The 2
drugs can be combined only at a 1:1
ratio for the 27 to 45 grams per ton
range.

- * * - -

4, Section 558.366 is amended in the
table of paragraph (c) by adding a new
first entry to read as follows:

§ 558.366 Nicarbazin.

- - » - -
¥ e chapter for use as in paragraph (c) of * » 2 5 5
(d) this s